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OECD. 2005. Guidance Document on the Validation and International Acceptance of New or
Updated Test Methods for Hazard Assessment, OECD Series on Testing and Assessment No. 34, OECD,
Paris.

OECD. 2018. Guidance Document on Good In Vitro Method Practices (GIVIMP), OECD Series on
Testing and Assessment, No. 286, OECD Publishing, Paris.

OECD. 2018. Guiding Principles and Key Elements for Establishing a Weight of Evidence for
Chemical Assessment Series on Testing and Assessment No. 311, OECD Publishing, Paris

OECD 492 =7 A ffEFE & (RhCE) M 77 (Test method for reconstructed human corneal
epithelium (RHCE) )

OECD 442D RNz R BUBRTS - B10T B BB AN R 25 L i i b A o7 240 M3 A 1) OB AR Al (I
Vitro Skin Sensitisation Assays addressing the AOP key event on keratinocyte activation)

OECD 430 fA4h iz Bk fg ik 28 Jz e BHINAA /792 (TER) ) (InVitro Skin Corrosion: Transcutaneous
Electrical Resistance Test Method (TER))

OECD 431 &AM R JBR & i - # i A J (RhE) 58 77%% (In Vitro Skin Corrosion: Reconstructed
Human Epidermis (RhE) Test Method )

OECD 439 In Vitro Skin Irritation: Reconstructed Human Epidermis Test Method ({&#hRz ik
P - B AR R RS T

OECD 492 H & N MAEFE E R (RhCE) MR /77: (Test method for reconstructed human corneal
epithelium (RHCE))

OECD. Series on Testing and Assessment No. 220.Performance standards for the assessment
of proposed similar modified in vitro reconstructed human epidermis (RhE) test methods for
skin irritation testing as described in TG 439.
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Wi Accuracy

YRR INAE 5 s AR B O R0 P FR I R .
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HEL DB MKAdverse Outcome Pathway (AOP)
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el FE B IR B RN
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FHUEFE (BenchMark Dose BMD) miEL#EIRE (Concentration BMC)
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P (NOAEL) FHRAIS v WL ¢ 214 55 28 K F (LOAEL) .

3.5

EMYEBest practice
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R AMEEYE, ARSI EAE AT R RFEHED T R AR .
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laboratory reproducibility, BLR) .

3.7

HW)Fid g . Biological pathway:
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B a0 i B AR . GBS IE T DAFT TR AISC ISR A, BRI R Bl . AU I B A i i — S i
TR AEY) 2 E B IR

3.8

Ax & 2 #Coefficient of Variation (CV)

H TR AT T 28R 7 8B B B E S8 B T2 7 2 80E SN S5BE0O0N R, B IEHATL,
HATRE AR UEZ, H T ANE) B AN [F) 35 BOE i £ 7 BOFE O LR o
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AR Cytotoxicity

— M B 1 (BRI B ) 2 X AU BB 4 i 38 I g M R Dh e r= A2 s VR A &5 3, 40 DNA.
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3.10

i1 HidE derived data
AR R I T R aa s, JF HoT ARG B B, o dn, s 40t i 4 2 1 R AR B
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3. 11

B4 (JREEEPE) Data (raw data)

B OFaads) vl o SONSEY) . IR B 10 ml il E sl i iR P i JE 1t o GLP Ji UK i 4i B s e
SN T SELG Z Al A SO, B4EIEIE B s S BB A BN EE, X LB & — It foh
EMERATERIZER, BE MNP RS T FE .

3.12

g 5 ¥ PEData integrity

B s BN B A B R e . — BORHERR IO RE

3.13

B ar A #AData lifecycle
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MR A4 1 5 X J7vEDefined Approach to Testing and Assessment
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3.156

A MR ARG i) ¥ Integrated Approaches to Testing and Assessment (IATA)

IATA s —MREF MR . TR ERMER T, BREBET XA EBERSES T, Hd
A5 FH DS W A R 115 B

3.16

BA MR FEMS Integrated Testing Strategies (ITS)

ITSHE ] PEAd & AR B i mT F e (38 VARSNGB P S 0 8dE ) 248 %, JEmiR 7
— U B A A T T, A At B R O E . A A SR B A E A

3. 17

¥ HPRLimit Of Detection (LOD)

BAERMEMEGR GHEEA 1% W, WTUSAEZYR (BAME) KXok RS E .

3.18

FE&EPRLimits Of Quantification (LOQ):

fuFiEsE MR (LL0Q) Flgm LR (ULOQ) , FR7EMLE RISEIGZLE T, DAMLRE 1) ] #5252 K i A AE A
JEE 5 B R 1R o T R AR R e e B

3.19

TrE#& 5 Method endpoint

AN A E BRI ARG R BE AR AL B S AR B A SR R AR b, B0, 7R R R
BAAR A B R v A RO

3. 20

Me—tooif4& /7%

PRI VR H BRI, BRI RE 5 2 IR 3252 15 25 AR 7 VR AR o 32X Fh i
7125 BN N6 IR Rk T vk .

3.21

REY) Mixture

2R E2Fh DA _E A BN AR ON AR 2 GRARBREAARD HITR A .

3.22

Z )5 Multi-constituent substance

— o L e B T R S, Fep AR IR — R R PA=10% (w/w) AT <80% (w/w) FIKIEAFTE.
Z i G AR &5 SR IR AW S 2 B R I X AN AE T, TR S % HE PR B ) SR A T A
WHEWERI . 2P B IS5 R .

3.23

T s iE R 48 FiPer formance Based Test Guideline (PBTG)

— I FE FE AL B — FhEN 2 B ah A B RN Th e B AL AR AN vk PBTGBARR AL & 1 AR 41 v i E 21
JER Sy, FEVEGNRER T — TUHT AR AN T3 1 N3 A PR AR RN St e, DA I Rl R 17 ] P T 4

3. 24

SEifibRdE Performance Standards (PS)

SEHETE R A H B B I BUS SAR A iR A, BIEERIR CRIRRA. FEbs. M) FiFE
LA, #a] DA N AE S AR 5 20 30E 1225 iR L, IRIEBI R e B B 28R T 5
PERIASCTE, EDFFA OECD GD 34 HJEN,
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FHPEXTHE Positive control

MR ZR G () s 2y, FH RN I 3 G A e B R A o 25 T A0 B o BHAE T REER AL I3k 2R 4 7 5
B I 2544 T RO TESE o BH AT RESS T R 42 48 s e M

3. 26

AR Prediction model

5 AR SN 2% R A SR PN AR 9 S 005 1 (RRERMERR RS BIT77% .

3.27

BA2EY) (W5 Proficiency chemicals (substances)

PRt AR T7 V50 HE B AR HEE I — Ak 220, S0 = A0 M P X e K 7 vk T, B A A X ek
AT DR FH R AIE B LR R AR RR S . i b 22 i mT LLJ& S5 0ECD M4atF Fa AH S ) s i i mg AL 25 1
ZEA I — AT, 0] DL OECDINFE m Hh #1 N IR B R AfE 70 Hh A8 FH I A 2 it o Rl A 22 i
PUEREFRE R TTREEFECL N LA ) REREBN R BEE, 2) RETHEBRESE S 3) ¥
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RATRE R ) 2 AR, B EDIRAS . (2220 GVLE eI Mg 6) mImksk®, 7) 3K
Ak B BRSNS EE L e T %2

3. 28

SRR Provenance

TR A R R RIFE AR 75 7 5, B EAESLIG BN A = 2 AR . HAE (B fE) |
TR K VERR A RT5 5. RN EE . BERRE R . SRR JEDR B RN SR BRI 5 1Y
g, FHAE S0 .

3.29

XM Relevance

FE— MR T4 e B RS BA B A F k.

3. 30

A FEME Reliability

F8— AMRE 2 75 1T DATE 556 =5 ) RS20 =5 2 1) DR B B[R] RO 4% E5 AT -

3.31

faf@: Robustness

PRI EAN A S 38 AT, BRI 7 R U AT REAAAE M A AR T 2 B L, Il SR
B E MR S5 A B AN UM o G I AN RS, DU AR XA S 56 =5 N SR S 56 =5 2 TR A AT 81 &R 11 =0 H

3. 32

UM Sensitivity

— MRS TR RE I B TR bR, TR T BT DA I H AR E B R A 2 S R SN BE MR R LA
X eI I H e S A 4077 1 TR0 A BE 1

3.33

Fr5etE Specificity

— MRS T IE I RE T B TR bR, R TR R VAL I H AR e EE A A S A B, T
SEBRAR A1 5 2 T S B A4 1 B

3. 34

WnHEER{ERIRE Standard Operating Procedure (SOP)

— NS EIRR T, FR G el E — M E Rl B e B A TE AR e IS LT 5 IR MR AT RS TV
MR EGE ) -

3.35

IGF4E Validation set

— ke AL, T ARYE S5 (R 7 vk 45 SR I 26 S IO M REVPAL AR 21 5 VA IR TN 58 77« B4R
(RN XA AR A0 T v B 1 = 4 o



T/SHSOT XXXX—XXXX

3. 36

VBN IR Vehicle/solvent control

AR R G R ke 5y, Hordradsin 7ot 5 i), (ERAIRIUE s fEARIN LR SEBR & T,
TR HE SR 1 B ade 1 556 K R B0 ¥ A 5 M (PR3 o

3. 37

Sea6 == NG Within-laboratory assessment

THERE R — AP B, @ AR =N (BN I0uE, HAskA R —sSLREN— 282 A%
VB OMST AR A RIS (R 40AT (BOEAT) RSN J7 7 DA 2 & AR T R A B e b e, Blan, PSSt =
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3. 38

ZIA-f Z-factor

TR REFNIAA T {5 5 2 (] 2> B AR RE, Foo5 58 T ARSI 5 ik B BN A5 VE Il LA K 5545 5 Ak HEI = 4H ¢
AR AR AL

4 ZUEEMARINBERTGE
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4.4 SEjtate T VEH

4.4.1 HTEMEE
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A8 3 A FH 38 24 1 225 R0 B ZEDRAS B AR S5 2 8] 38 47 B AR S o AR 4h S0 FH IR 96 FLAR A1 B I
B E LR .



T/SHSOT XXXX—XXXX

>
-
;

Y
A P I A f‘_z\.,«
'"sc\'ml/(nl I n?‘f‘fn?l\ TI}/\:[]I nl“@

':\I RI - Reference Item

) .\ i
%, L muiociss e wes
NC - Negative Contr
=2 ) X \, NC.- Negative Contol

=

YO

? e L & L 2 12
Y Y Y VY f‘\l PC - Positive Control

" ,
B{\u 2 3 \_ ‘XWHI Yc UC - Untreated Control
T SC — Solvent (Vehicle) C l
r( ﬁf:c %m_ 1'12 /( - ."112 '11/6:1 @}-—\ olvent {Vehicle) Control
= <>_/‘ h ,_J?\ TI - Test Item
n( [i(s G‘ET[]'I‘IETIETET]Z PC )
L '(UCA '11;" leﬁ;z( 2 Yre \l
" I': £ ST 7 , }“\.-"r-"\f}‘é _f)
1. FERA R EIES YL, FHPERT X B AL, AN 25 0 HE 2
6.2.5 FERR

T2 AR AR AT JR) T DL 5 K PR PS8 LI/ v A R IL 25 2808 (R 280, AL N AL 22 T A 22 53 P 0
TR RIS B —Fh 7 1202 L AR 22 A7 I A 7)o HE (SC) (2) I Z S ARl — @ I F ar b, B
SIS TR HORRAE . Bhn, S SCsI A P EME 5 T SCs I P S ) 22 S AL 15%. Bedh,  RELEil]
BB S W5 T RE 2 14 A1 PR BT RE S oL B 46 1 S e SRR L, PRORRSIRESE, IR L 75 LA
BOHAR AT R I A RE - 54 %ﬁ%%%%%%ﬁ%%ﬁéﬁﬂhmmXTﬁ S A AL 4 i
77, DI RAEARIR BE S, B £ [ OB 5 A 0 o B i K LR L S S A 4R B FL o B - B
AT AT IR 7 B A7 o AR, DA e 8 R R K 2

N N I A A AN

I'f &) )
scThT%h
Qﬁ?ﬁh
T A 2 )
C EETTIHT&(TI)( J&.ﬁrlﬁfmfﬂ)’ )
T\T nTLmﬁuﬁWmfﬂ j

Fd '\13 % -;‘I
. SC-J-.- TIl TI TI TI5 Tl‘f}'" T, SC
Hi . Y ’"‘-. ’"\-"' f )

k_.r’x_, '\_}" U

] d X d 5 ) 7 L] -] 10 1" 12

AC Y Y Y Y N Y Y Y ) SC — Solvent (Vehicle) Control
NN 2 4 n B st -
ol 11, ~Ilﬁ 1'1; ",ch rg;: J TI - Test [tems at eight concentrations
mrgn, \

'fTI'l = _i'(l'n'é’.'l'.r, TIS = ."-n']'}__"uirn'?.!l'!_.l

K2 R GEVEGH BRI AR IR 115 TR AR

6.2.6 FLIERN

AMUFL-S AL REM AN R, N3850 75 R R AT e 5| S AR SRR o 88 S /M I FL & B C 1
KM, ART RIFLST IR S 8R4, KON B 256 0 IR T B & R AR 28k - B4 fL
WA TR (1, A S OEEOD/ SR T, A A MR B 45 R AT o AR IR AN SR A AT LA
T A AN P (AR Ak, AR IR AR N IROK > 25K o AR bR AR VR e v B 30 9 3k S A FL 1) FH 32
WH TR S50 s B4
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6.3 EdE o Hr

6.3. 1 Hdiitin
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F X IR B UL AE R o F T AL B R AR BUE (Bl 40, Excel #A&, BRTEE) HITHEAUIIA B iZ 4 56 1F A58
AR . T LS S A 41 (OECD) 2 T-GLP IR W E TH LA 2R G Hb 18 A SCA%

6.3.2 &

e MR BE 5 I BL 2 [AAFAE G Ry, R TR 2L, nf DA & Sk, DAIRTFECS0EK1C50
SRR . 2 R AL A B AR A (U7 S N 2R bR TR R B, R SR A R L R SRR
N, A - N 2RI, 2R BT 5 RE 2R RS (B0, US4l ogisticfiZR) 5 R AR £ (5]
Wi, AR R 2 AR N 100%) « PRE (B, B AR ) FUSUER (G, 3 HE AN E 1) — IRl
SRR BAh, ERACFEREARR RA, DLURMKRASHERS X, flan-506 20k % (EC50)
SR RS (RPCMax) « i BT FRIR S (PCMax) -2 BH M X FRVR E (PC50)  10%RH M
YRR (PC10) AAHSGII A LESE (P 07, P F4E) F TR R (P B #2 . 7ERELR B T,
MR Z AR (AR R i 2R) , IRt A JF R PR A 2 T B .

6.4 F i (A 2 A R

B AR 7 12 S A N 224 10 WIS, 2 R B S o A b vfe, RS P el . S (B AS 25 792 AT F Grubbs ™
T (B REE) B3 P AR 2R B S T 0 T (i, S5 EREE ) o HEBR S m (B, 2425 R o] ) W 4 4
TR AR, R T AFE AR 5 PR T SO 5 S O

6.5 AR EAUIE dh 2k

6.5. 1 HIf 2

AFIE 7 B 1) 771 B S N7 T 28 A PR ABE 2R (R AN ) 8 s . Y15 ] PN 338 I s 2D ) 5 (E A I mT DA % 3] 9
B A7) SN o LT TR R B A EH T SR A PR ) SN AN [ RS [ B, A A RER B R
31, a0 i T A S AN PR B AR BT E

6.5.2 UJEHhZE

VFZ RSN IG5 T BRUTE M 28, 91 40 52 4 M 4 25 20080 1 43 W A RE 1 1 1 (F3) o RN TE e ik
MR 5 A B 4 LU AT RE & b Th i i 2R A48 R A o IR 2 1 R el s o P TR R BRI, [3HD 17
B - “EEIFAA AR CU RS MIZR” o X FPURE ih 238 5 YN 2 A SRS PR S, A 2
AL GBI SEBRE T . S eG4 G HAR I G BISTY T ZE T, R B Ix Lo s A (L0l )
AN 2 it 2 1R (8. 3B) , A B 2= S — AN AL S 1) 52 44 (BR) 45 &8 1 R 5 25 (B
3A) o ANSAE S HT I HERR — AR S EHE ST DR X — R, RS SR A PRI B R e g
(PSP IE AR L, 3 LR o5 P 3 B H 10%EREE vy R TBU P FL A 25 4 (91 AT O% Ry R AR Sy ) ) o A
T g it s AN FH 75 S RO SO, T LB R B Geit 22 L RSB IS . (H R B ESE 5 A A B
FEIE A FIXRE— AN, R0 A W5 21 3 AR A 0 5 R 1 450 o 51 G B e A e 4 o A — AN
ghE AR, IR I A X — R T R A IE M



T/SHSOT XXXX—XXXX

Example A, Ambiguous Fit Exampie B. Change in LogiCyy estimate
2 104
00 1004
5
0, = Without 10% rule
B 8 _— & lLoglCso. 6.4 M)
5 H \
i s
£ 1
2 2
: i
E 41 P -4
# 2
0 =4 - -
= -
(LogiCs0, 6.7
la =
a a - 3 “ H a ] 3
Log Concentration (Molar) Log Concentration (Molar)

K3, pHrse g S8, SR AAASSR AT 10%RIN 91X 531
7 MK S = AE

7.1 BSUERIME S AN ELR
7.1.1 BGUERER
FRHE A4 A1 7 72 St e Ak T B PP A SRR B 36 UE 7 5K, Bl ik 2 R O ENEF R = A
TSR E6 = FEFE . AR AT R BCE 2 AR R T AT IRUE . 1T LUK 7 VRS E o N A TR AE « 543 56
WEFNAE X BRHIE
7. 1.2 ATHYE
A TH 38R ALFE 7V B A AH DG T ST BT 3T 00 PN T R 7 2 5800 B 7 9 1A T B K B e AT
7. 1.3 HRArIIE
MSEHT IR ) 7 iR MBS (s i BE S B e AR AR AR ) B R AR 1L Gl R Wit
BURMHMT BN B ST SOP B, BT I .
7.1.4 A XEHIE
TE [R] — Wt 8 BAS [R5 AR A P PR R B 22 32 A B o AT A BIE « AT A IR UE R
N LI PR AT R M IR — A S AL o R AL AN A4 R 4 .
7.1.5 BHFSH
FEAEFTA WA 215 1540 75 B RAR IR B A 7 T 25, BAREGR TR 8771210 B 1 DL GE B BlUE
PERVRR s B, BB ITEZR /D NARIE -G OL TR TR R . EE . etk Al R AT &
B, AT g7, R A R R R S .
7.1.6 BiETHRI
TE VR FH R e 611 I R 0 87 ) B E TH R, A B AIE BRI T B bR A P4 S BOR St A

o WERIAERT TR, T ARSI — S8 5 A% VP8 RS0 = A AT A B 00 BGLP A 2, 81 o 2 i Ot 78 -l
A 28405 23K

7.1.7 WAL N

BOAE B 283 BRI A s i s N L iEAT, DUR R 454 03 i mT A8 1, L ASORE A FH 448 3ot A e B
K52 B A%, DA/ ¥ 38 AR S 1) T, BRAIE &5 N S 060 IE THRI B8 SOP A 3 B 1 e AREAE 1Y) M #2232 e A T
FAe, ATAa 25 # N0 3 IR E M S5 IR S (BEIRTE ) T 5IRIERISE B — I oot . AR EIIE T
RIRS, BE RO RS M B A B SCIPERERRE, AN EBRTEE M CBRHE, Bl 248, oL
B T4 300 7 v B M R R 2R A

7. 1.8 WESH

ERNEN— SR ESH, NAEFESEC B EERE R, AR, BURPERRE M, 9
S TR, WREASGME; R et rZw R ES AR gust. frRrE; AT
SEVOR; EBHMEMBM R, EEMSEE TR, SRR, smPE MR att. B EAERES W
X, Bilan, xFFeEik, REEENIZE—NUE, RS0 Mk B R A AR AR i B an (] 284k . S8
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MM, T30 R 458 A LB e SH P P e P 7 v, RSB B AN IE R XM s I R R E H T
RSk KPR BREAASE 2 PR BN AT 58 XA () PEA

7.2 R FR s FHE

7.2.1 HAERIE

AXERAEARAN J5 32 A 4 e ST 25 H R B R 120 SN, FF BN AZORAE 225 W5 146 12 AR F i
FEE B AT VRAL o BT DA 2 ROk e AL IR (LOD) A IR (LOQ) o andE TALw PPN 2T
fEMe bl BT AR . JETRMEMZE . LODIAE 1 LATT 3252 (UK i 4h 246 W00 1 11 F A0 SI2 ik J5E
HfES, HEA—EEN. ST IEXNDAREYE, LoD JH uhfh e N TN EE + 3 SD FAMEx RTE
RUORIXAHRAEE 1% BORBHENLZ o 85 AR IR 2 2540 o 1) v 132 52 HE Ay P55 UK 5% B SR 11 5EL0Q.

7.2.2 (S

EHELL (S/N) RFEH T FE A CRENT AR R AR Tk, 1Bk B S %4 R sl bH
X B (AR S I A 5 5 2 ERE L I A5 S AT LBk TR . AT LOD B R B S/N Wl 3,
flivh LOQ WH#H S/N HoA10. Bid, ] DUE S 5 6 ok SR e Al 452 B

7.2.3 YT

X, REBRTCIE TS, BN SD R BRAE M NN BUE R 5. X T IX e 53k, Al ATHE
BIE, BPAf e A — R ZEMR GREON 5% IR AT 75 (P05 B/ NR B . BRI I ol I 7R T 0
B T T SR BT ) 22 AN OKF ST AR B A B P E ke e, TR 5 05 VR REBUE G 55,

7.3 MBI

7.3.1 #&

A AL I 2% PRy e B 0] LR IR N sh S Tu B e sh S Vu . Bl R e K s/ MR 2 b, 7Rtk
YO L AT DLE SR S R E (BRI ERE) o ERPEShASTE R, R — MR I 2 i B S 2R ME VA R (9t
SEYD IRETE . N T EUFERTarnEcE, TERERMEMZ, B EHSEYRNRER
BIBEAT VAL« SRJEARIESE IRk, —BIE ol R 2R Mm, # & 21%dE L. 8w, e Aoty
RO N ER R G e, PRI TR EEAE TT iR TG N 8 CERPETE I (BSTEED - e T eEaEllE, gha
Y1 ] RT3 5 F 23 AT 400 1) B AR R e s Ak BE M o, X IR B P2 A 1 45 SR e AR A v s it = 2 o 2R e R PR
WRONER N (LLOQ) , 2kt LIRFRAE R BIR  (ULOQ) o 2 i I BR AT B8 52 FF i Hh B v ml FH A B A3
AT A S AN EE P BRI, T PR IE R S2 AN A AAK PR . VS L R B, Rl i s AR
TE N T 88 E T8 € A 77236 B Bl 135 00 B0 M (elin, 250050 IIFE S i SR AL nT 42 52 (1)
LRVERE . THER P IR 25 5 R A 5 o

7.3.2 MG

WIERAFAELRPE DGR, AT LR H Gevt 732, Bl anAd B /s — el & [RNE 26 FE 1S 2 1k (=13 2 4
KEF. B, y BEEDLLIRZFTTAD o ACHEETHE AN —BAEOL N AN 2 DU T2 1 A0 2 W,
XA RE R EM S . T A MERRIHXRE () K 0.99, @FEIERNEER 2 inE, H
MRYE LA, BARK v R0, WRAEAELMICR, AT G ZAE [ )3 987 2 1 Xt
YR g T A, TR MERIVEER S, 5HARRENEER (B, JE2E) Mk, —%EZLM
RHE B ah 22 ik

XTI 5 /77, W RAS R AR e /A& TG AR A, AT DK 2t LA 7 R 90L& N i ifE
Mzl (HJ2, U REHE 78 70 IR IR B -1 87 DG ZR 1) B a7 A A o 3k R AN FH A2 2% (1) [R1 V3 7 2
ZEAEHAEE . RN ENE DR 5 MNKRE, (Hu R E AR g, tnr D Ay
%o

B, AT RSN TR R, TEE LR R S 508 5 500 B — iR A . 4l R
CRIRE A 2R MESa D, TTRETR B0 TR . AN R FE LS IO 45 AR TR Va0 R BR, T mT
A 75 B R il 1] £ 1R 8 A B v 1R R B R ey B R A

7.4 ERFEFRE % B

7.4.1 R

HR AR b T3 7002 8 B V204 Je 78 M 7 VR X T 1k A RS S ROR 5 BEaEAT VAl o B B T TE RS %
BT (Bl E YD RN EE TR, R NESRRE CV) . @EMHENREZRD
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5 VI FR TRV B S B Py B 2 b 3AN IR B SR R 2 S AR A5 L R 1] (RS 2 B TN
H P R RS AN BRI 15% (LLOQ A1 ULOQ A 20%) , Wik T K47 (BlanfkFE&EEm) , #pH
HIE)RS ARG 20%  (LLOQ 1 ULOQ My 25%) o wimZ (HIAHXIRZE A /0 e AAS 5 250 7 L 26
SHEZ A AN 30% (LLOQ A1 ULOQ N 40%) .

7.4.2 HEWRE

X B TR HER R, @R AHSVGENSHE YR () sosnt 555 ks A 7 T
BRI « IR RIREN IR T I8 Z 7 VRS I T RS RS S YR (S bR (BbRFR) (5 Gk
FED) MR RERE o I X & ORS00 56 E A T AT B R A BT SR B e MERR R o IR AR T ) ) %
R FURE S 45, FEENAE JLR A Z AT 6 KBS IS o

7.4.3 {EEE

2 P AR AR KA I B 20 e TEPEAS /NG 7 IOt o3 AL TR A B B, S X9 B A RN IR
ACFFRFRAE A 15% BLY (LLOQ AT ULOQ A 20%) o ST K1, XTTFHEPNFILIRRS B, T2 B v
RN FE K FARFRIE A 20% LAY (LLOQ A ULOQ N 25%)

7.4.4 YT

SEMEARANTE (B, SR, 550 BT R RIHER MRS, DARSE e I B (B, Uk
PEL RESEME L BHPEFI B T B PH R B M) S S AT IEAf 432 EX MR, ] f# A
BRI FF 5 R e AT RT AR B 1 A ] S ) 52 ] o AR 50 A ) ) R ) 4T, PT RIS B e H BAE
SR, T RE RS RS IR R E IS S (B, BEASZ B O P A ) o B BH It 2 5
B 4 BF 1 P R 5 0t 12 7 7 2 SR B P RO R

7.5 U ARE

7.5.1 EEIE

X T, RSN LA SORNARAN T72: X 2 AR 2 94 B B3 & /N 22 S B e 0 TR S ok ]
PLRE SR A7 AE S A 5T B A 40 77250500 B bR 0 i ) HAE I8 M I N Ak I 8 77, R FLARA 5T A] g
Pt B AR T4 e / 8 B TR o AN AT REAFAEE W% T ik B e R 8 i T A R (22X ) .
FES PR TR T, 18 I IS I AE FE AZ 7V R it o o] B8 B AR R A e o L7 TS Bl I3
A e e i, FERROR T AT 28 XU S o &5 (R 520

7.5.2 wWHE

5558 W77 1M O ) R AT LLSE SORZ 7 R I S BH 1 28 (1) B 77, TR e 1 A2 1% 7 4 TR 1R B
PERRIRE). EEITERERe AT DU B METTAE  (positive predictive value, PPV) Al FMIME
(NPV) 34TV o PPV 2 TEAf 4 BH 14 S RS A FE P (R LB, 1T NPV 2 38 e A 0 5 A A I3 4 1) IE
WA SN L. fEH 5 RS . R e, PR ME R B RS R, o B S P 1 s
L5 (BHTERBATEAL SR BCR KAME) |, B NX S H0E Toik S B S B BUME . S 25 KT
WAL, BUR T CAMNR S EY s S . R, X8RS B 28000 Al 12252 /KT 1™ A% S PR 2 AN
PUSE . AHSE, BT A2 REERT 75% .

3 BSUE IR T H A A i s R AT Re g R

7.6 EILME

BEINME SRR F — AN G GEE AN TEA AR 5 0F T 70 J 0 18] Y SRAS I BN RE L i — &R 51
M S5 R 2 M R RS, ARG B o BRI W AE vt VAL 2 )5 B S R IA I B R 1 1 B &
W, BEERRN—RIMER % CV, {HA]EEHGR T BT FH RS 2 AR A 5 iR 40 BT 7 1%

8 HEENFHIR

8.1 UM
XF T S A (PR T v, AR WK 7 vk 1 3 P S L RN 32 Y B (R o) )97 78 s 45 FR R 2r AV B #ff e
— L IGUE I RLREAL F W . (B A A BE IR 77k (e &, BEIRFATIARHE) 2 AT,
SEG 23 0] DL X S8 R% B Ak 2 iR RAIE B AR o T A 138 Ok B 7 R S R B R T S I S S AL 2R
B2, sk E TR VR IGAEAT 50 R B A2
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8.2 IEFEHRAE

e T P B HE B HE . 1) ARRETI W N, 2) A i m ] 255005, 3) E T
ENENAS G, 4) ERERT AU R B IR T AE R, 5) (W AIARER) Tz, W T IE R TR
TERIFH R EIRAS . 122280, AHLE RN, 6) ik Brl3ReR, 7) AT LAEEsZ. BbAb, R
ELFE T RE T PR B MR AN TR 48 8 SN A 24 8, DR G 1 @k AR k2 o R0 v 70148, 5 an 4 it
BRI IHNHEIF . 2 et B WA G R BN LLRMTT e 2

8.3 fHH IR

BREAL A i O B T BRI TR AN 7k A . BRI B, L St 4 A S T B2 (R A A
(Mo AT VE T RE TR EESFIRREAL 24 5, T A L 7 R ) 75 EE20F0 DAL LA 4. RSN 58 B 3 BAAE
TR 2 AR AL Re A 28, DOR B0Z 07T DL VR IR B 1. IR R T R R A2 & BT 75 (138 47
VB Z R, B2 2 2RO IE . B MR AR X by 30, S8 =] DR B 2 75 Bk 42 1K
ANFTEFGEBIIRE R . AT U TR B 1, A TTIE BIAR SN 7 VAR A [R] S 56 5 R] 4 54 7% R SI2Jita (1)

9 BEESBUINGE

9.1 BRAEEYL

PRAN 5 FR I — 3053 R T e A v A R e R, T e R AT DA [ B A BT R LS
HATACEE, SRAGFE AT WA G S s, X /R AL, (5 A AR S A R s v %) T A3 73
PIFE R AR 2 o XRS5 0T B 2 B IR B B 75 7% o X R 1E I SIE 5 A& G AR A 5 15T AR i
XA, HFTEEL TR E U, FEE VAR T TR AR, $ES P — B0 5E 77 K.

9.2 Al I

EIG #7138 AIE

R TR T VA B AIE N Y S AR R R S AR AE LU, A R T AT N CE S T v AT BB, ingPCR
T72 OSBRI R 2 D7 v b . REUPRAEAL A, 1] DUSIL IR e R 40 5 3k B ] FE RS YE AN BB o X T
AR, RARSEVE 2 JHE 7 TH 1 A SE B IA BN, WIRE S A AL L SEIG T AT BB B A
B G A RIS SRR DL R A . 0T S HOR, W SR A AE, N ORI UERIT S IR 3 i FAE 5%
WA AT 48 B 0 B HT o I DRy 28 T KB IR #h J7 925 (40 I8 FH 3 S B A0 W o s R XU RGE TPA H 7 ] g b 21
PIVEH, GneH 4 AR S il S 0 A 1 37 B4 3RS NSRS R R, ek, BT
FREEA MRS S FaT “ REAR” MRs 752 il AR AR G &AM Tt 7%
AR, PR AN B BRSNS SCBREIA  AN ST D IR A B — e AR AR A . DATR RS R
(EBNE . ATEEE. Al MR E A .
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Mt R A BRERRERIEMENRH e R
(TR

ALRTE

PLOECDIN i F5 R 4398 w156 IE A W] 1 7 vA S it ey e adt v, 78 RIS N IR AL 2= 2 i
LSS FH 225 A 2t AT DAL DUB e L mT SE MR AP 8 77 o 1K e A 2= 5 >k E T Rz SRR A 3 s 5 )
SRR AAERIB . AR LR 503k i 7 325 B e MR 48 B 6 16 GHS 1) 82 TE it b X 23 B e A0 =l ik A 2
dt e O A A B ek IR T ik SIS 5k (VRN AHEL, B AR R ECE A IR . BURE . 4y
SR HERf M o

A2 WU T v Y FE A 4 A

BHEE SRR 77 (valid test methods, VRM) HIFEANZERY . THEEMFEF =NERAM, T
ISR 7 AN S R Dy RE b 5 2 AR BRSO 6 7 VAR A — 3 o AR R AN EE R, AT DL AR A
TIERI PR R . S BERE e 40 RN o s 4 e

A3 AT R AR B S A R

HARBIREAMRIN 775, WTREAFEREE S50 (BT fRALRIT 3RA2) BUSEI D IRA I AN RIS G, )
FEULIIA ) BRAS U T V2 87 24 4 AR B2 (A SOD SR 5 24

A4 R RFEEL R

R R NS AR A BN A TUE AT, RhERL AL R AE 2 FL I A B 046 N ML A il 45 1), 78 774
Jog ] DB i NGB . FEDhRETE A T E N RAEAE 2 2 G 1 I E R (BRI S, R E, BRLED .
BN 5 R N T = 4ERhERE A, BARIR R S 2R B, DU S A Py 1 AR AL 2 5
FTE R 2 E A5 0 7 BINRFUREE, PP AEDhRes R Thaet be b, JF B AHKHi4l e d vt 22 m ()
WA PREEIE AR . IR T SRR ER Y (SDS) B TritonX-100. JF I fE M
BENEN, JFmid# e S EEIAT I o B ORI Ak 24 5 7 ] e 2 2R 1) S5 4 20 T FEIR50 %
(I1C50) MM, B I 75 45 e 11 2 3 B B 2 4 i AR A7 g JJB#A50% (ET50) T 7 19 5% 8 i [R] K ¥
il o REAEAY [y 285 PR 25 1A 22 o G0 A 01 2 BIA AP IS AL 2R, 10K 5 350 O3 1) B Tk R %
RhEMERY RIANSZARTR , o ag, S¢S AR 31 B 15 s

A5 HLELE T

A 35 M 1 5 TR 2 SR FIMT T 7925 o RhE PR3 4001 B 4L 2R R AR o] ORI AR S RIMT T J5 R 15 CAMTT HR 3%
UUUE, SR8 518 FH 7 T CERCRABLA 7D AV ZR A B B D6 25 B (0D B i) A I 77 97 2 % /)N, BIOD<O. 1
A DUMSE I ARAER G BE (OD) Ml & BEHPLC/UPLC—43 )t ' FE VR N SR BRIMTT F BB 1047 7 & . RREAR AL FH 38 )84
Fiff A5 P ) FERMEASE 2R 35 55 B 9 P 6k HE P 52 B o RREAS AR AL 7 7 1837 A 52 ) 12 %o S OD R 1) T 452 32 315 BB
CEFRAITRFR) o PEERALZS HY T RREVRMIH P4 X BRODAE i mT 4252 Y Bl . HPLC/UPLCH SEE& N 53 A8 FH B2
AT A IR BH 1A XS REOD Y R R A B P 6 BR A ml B 52 At o I UE B, FH 9 A ) FER Ak 388 1 2 23 7 X 35
1] By N R3S R P R R e 1 GRS 2D«

BRFREAT: VRMIF [ P4 X R ODAE 1 ] 252 3 [l

B2 TR B2 LR

EpiSkinTM (SM) = 0.6 <

EpiDerm™ SIT (EPI-200) =

A6 BFEThRE

52 S H R 5 B R AR ER 7535, AT DLUIE R TC50BRET50 1 55 5= b 4 i 55 14 11 38 ik 2% 0
(B 4nSDSELTritonX-100) #FEATIEAL (FHRA2) .

AT. FEA:

RAZXRhEBARU AT H LA A, DAEB I B NRZ ERINR RGN, BEEME, BRE,
WORLZEAI IR, FF R AT N3 52 I 53 20 A7 ()T o2 3 AT

A8 E I

DA 7745 149 B P 0 B 5o R ) & SR SAE B B ) R O HE RS, R 7 v T R

A10 S

1.5
0.8 =< 2.8
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f FH A RNERE R AT S 1257 b, b S52E47 70 BRFEZhAE . A ASHARC . RhERLAL (R 75 B
T € IC50BRETS0/ AT #32 Y [l C_EFRAIRER) o PERA2%5 Y 7 VRMAY W] 2 G/ o X AR M7 AL Bl
eIy %, AR T . IX AT B2 L EAR (I VA T 7 o RhEAS Y A1k 7 7 7 B2 (e B
RE& BT L AT AE O EE . RO R R BT R 22 o B AR A LG = AR I 45 R Re g 32, LA
A5 ] S S T R 2K

M ZZA2: VRMAQCHEI AR tE

IR 52 BIR
EpiSkinTM (SM) (SDS 4:2E 18 h) IC50 = 1.0 mg/ml IC50 = 3.0 mg/ml
EpiDerm™ SIT (EPI-200) ET50 = 4.0 hr ET50 = 8.7 hr
(1% Triton X-100)

A11 AT

BFFP IR A 2 i RO 2 D R = AN AR . BRIRIEAT o 0TI S b 2, B2
i R0 S 2 S DA A1 s R R, IR e A2 BRI & (fldn, XFFVRM, BARFIEHR
26 b L/cm28mg/cm2) o AT RERE WEAARNE ARG BEAT IR . XA [F] FIRhEAE Y ALk, 1 %% 5 ) (8] R0 3 B2,
I SRhEFEEE AR EN (FlanBEREIIGEE) MHC. thah, HEUSHN EA N IR F R T N2 5 G
SERPREAT, T RALE 22 BRI S St 2R S K B EAT o XA I A 4 2R R RT DA S [ 4
BUEER PR E, Wl LB B A4l B E o B 78 R AL S5 42/ N AL T Bl A VRM. 74
Yz AT A N R A F B X HE - (NC) FIBH XTI (PC) o iEBAZHZAEME (i FINC) AUt (fd FIPC)
1658 T 2B N . IE R AP RIS IR LR (100% 4405 J1)  LATH 5 Ak 2 5 A B ()
HAHIARHE ST E 23 . @O T VRMIIPC A5 % SDS/K I W . E U IR VRMNC s R R £h 22 vh £k 7K (PBS)

A12 MTTF4E

A12.1 MTT o7 JR B

MTT 2 —Fh s S E R AAF 7, B Bk s R G RIMTTIE R A 3 €6 1) R B8 P ) 1)
SN TG PR, SMTTHRNA iR e S 2L, B3 5 AL, B3 B & B i (1)
M AT 22 2T

A12. 293RMT T J5 77

FG A A 2 ot 0 30 s 4% ) DO PR A AU R (MTT) ¥ . i VR & & A 6 AL 24 A MTT
WA WAL, WA NIRIGAL 2 5 B0 S TMTT,  SAAE O PE ) B 4N e AR R A 4 b kAT 3 — 28
MR o IXFNAISN A 20 R TEIE PE L2, X Se SUN B R A ARG PE K5 AT BEIE JEMTT 4k 2
YOI R T 2D PR TeTE I BPAT AL 25 OB SE S, 453 B ARRE P EROMTTIE Ji (NSMTT) » it AT 2 /0
VAT IR, T4 — Rl 2 5 R — INSMTT X R . ARG S B Se I 4r s 1, BNE AR R E T
MTTIE J5 751 B SR A5 A0 2L 2R3 14 1 4o B oek 25 P T2 4 2R 3 B T AH [FIMT Tk i 7 B 3R A5 0 A 2 v MTT 38>
A3 E o FEE TR TE R[5 IF 38 47 16 [ 4 o R B (%GNSMTT) o Joh ST, T P o v R ' o T 8 v A0 A € 3
JUPLCOr G EIEFL T o

A12. 3 AL = i R S 1

TUARAE 2 b PR P R T REIMTTR= 25 T30, SO AL ZUE 1045 R A o IR EMTT B8 J ik i
O, B W RS2k 4 B AR R T A B R S O R R, TR 2 R A [R) A ODYE L (R
570+30nm, FERZWEEFEOLTED) o XFEO N, W7 REEAT Pk A, DA 7R ) BLFEMTT
I 5 R B T AL ZE P IR o 8 A N AR HEALFR 7, HAE SOP I — 3843 o B an A% 2 FEIMT T B (NSMTT)
AR B Bt (NSC) 45 44 5 A G il b e WA 2R 58 A BRI, Bl REZE IR Y,
18 M TAE AT DT AR 32 WA AE T, TIAERIJC AR K. X TA AR a5 7K B T i
ik 117 28 A IR EE 24 5, BT XIMTT 20l (R FH0OK 58 (1, 7E570 4 30nmAb A7 5 R W) i 5 Fm ife
WG REE (OD) PUEAHEZ, 7T LR HHPLC/UPLC Sy 6 ' BE A I EMTT H 3%
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A12. 4 kit 2

N T ELREOMTTIE JE, A AR IR Ak 2 b I8 0 28T B 1) 25 OMT T iAo 2R 5 DIk Ak 2
IR IMT TR A W78 R €0/ 45 0, MDA ARZMR Ak 25 0 57 4 T B2 PAAERMT T, [R] S J97 e 7. v IR Y B COD)D
P BEHPLOXT G M FRIRhEZH 247 33k — 45 (IHPLC/UPLC A Y6 Y FE VAR5 o A8 FH JC & 1k i 4.2 (43 i
FBETRE T “AFERIE” AL SGEE HA T , ZALEA R RN, E Pl SAEA
ORI 7 SR USRI B AR AL 2% o AT BEE JEMTT (324, 25 o it 381 2 /0 AN AT HE4T 58 B2,
TR TEIE AN . Bl UG St 5500 . B8R TNTTIR JE A 3G ARG 20 i E 7 b
325 5 % T [A) —MT T Jo 751 1 TG 2 2H SR A5 I AR S PEMT TR 7 49 b, ARG T [0 B B A7 149 B 1 % e
AR A IEMTT (%NSMIT) .

A12.5 I A 5

TRRAE 229 5 7K B 5 TR B B i 2 75 P2 AR L, R R 2 15 s RO B, NS 7K (R R ST 1Y)
PREE) A/ 85 A GREGED AR A 2 T BE AT 6 o0 B o fan SR /K R/ B 5 R I PP AR 3R 36 1 27 R R AE5 70
+ 3049 KVE N G, M NBEATHE— D R A IR, B, R s RORRE B /UPLC o 6 )t B VAR
¥, FEIXMEOLT, AR EXET R, AT PR AEROGEE (OD) TSI, A4 AR Fh TP A € a1k 2% 5t R A
T 2D EHLE AR, XL ARG S BEANNRFE T, (HIEMTTHE & 5 IR b S 7 R A R MT TR VR &
PLPE A R R S B (NSCLiving) X HR . BTG ZUE A B a8 b, 7 ZE A il i =
[ AT X R LR, A0 SR AT 22 v, JUARE I (4t 26 ) #4075 kAT ST f 5 Bt . 485
B LB E T OIS A R T TR iR 5 MTT 2 & TR M H SR H
Iy EREIE A SR E T T

Al2.6 K7V T

TR RGBUAH E3 /UPLC Ay Y6 6 FE VA T F BT A 2 B AL 2 i CF € Bt MTTId SR SR ATHEMT T
BJREF) , DAIEMTTH S BT IANSMTTS REAMS AT DA TE B 04k, 240 o 8 70 () EL M T Tk /b, 1 HLmT AR
IE M A 224 5k BR A S N S B BT 3. I TNSCLiving %t R CV AL IE 1 i T3 A 2 248 51
WAL = A A T3, RIX AT R S B8O B TN ER IE . N T 8 IX FE oL, 75 ZX T
TR I HERF B At (NSCkilled) HEATEE =IO IE . FLARERAE A& M A 2 i e n 21 22 /0 W N T
TR L b, BT SRR, (HEMTTI & 0 b 5 1 32 BT A 2 SMTTVETR — 2 E . IR A7 0
HFTE—ANSCHIXTRSLES T o TERHAT ISR /347 IRk cn e, #RA. 5 NSMT T B R i3k 47, IF
FE] BE RGN Al FAR R A LUV T » ESRdSUE IR0 1002 . B85 T Ik 229 o () 36 4L 21
RIS AL 118 53 Bl 25 S NSMTTI® 25 %6NSCliving, I _E&EE T TR EW I S5 AENITH)
B 73— B 1R FE R 305 1 AR e R U 1 4 BL, AR T B P R AT IO RS IE T BB 5 AL IE )
TR A HEAT (%NSCkilled) o

A12.7 JFEREFEI

FHHPLC/UPLCA» Yo s BE V), AN 75 B FINSCLivingBiNSCkil led YRt IR, ASSZ MR AY, 2 i O R0
{HAE, FRMREEZINAE 2 T2 B EMTTE L E . (R F 8l 5/KEERD) MEie (B 5K
RAMHD WitS A B PRRMTTIAE 77, TR AE FINSMTTSS B . 2448 FHHPLC/UPLC /3 't 6 v Ul EEMTT
FHRRINE, R 200 8 43 B SO XS T (RIS PR X FESR IS OMTT FE B, R im AR 2 28 22 Tl Ak
ST RIS EMTT H B T AR ) 7 40 o X T RE 6% BLRE PRARMT TR IR A 2 24 o, B B SE 0 800% Tt
SR I A 2 % R T IR Ak 2 24 T RIS IR AL 2308 77 23 Lok 2 NSMTT. fea, MAZTERMZ, 7EMK
DBUEBLR, ELEMTTICD FIEMTTIR A A S = A B T3, HAEE 5 R E A SR, R SEoD
BRAE R, VRMA] B J0 R0 F AT PP AS 58 P AR AEODII 5 D B I 2H 2 $RE A7) (1) e T AR ({8 FHUPLC/HPLC—
SICIEEEVED BT e BT R R TE

A13 XHHE

ST ERGEAT, B AL T (R 2 24 6 I ODAE, B4 2RI i B T Atk oo TR B i 2HL 438 %
BRI T A R P R E B JE B IR 22, AN 7 s e . [FIRE, FPCALEE I i 23 v 1
JSETE 7 SE A E () 2 2 05 M I B Y R B D, AT s ket 2H 278 AR 7 v 264 1 e il ik
PEAL ZE D JTAE B SO IR 8 T o IR 27 R0 6 BRI (40 ~F AT AL 22 TR P 738 S ek 2 7 R PRI AR 3 1 s
W T2 (N, VRMAISD=18) o i S s oA & NCERPCANTESE P, an S fh 2 i
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(PIZHZRFAT 2 (B AR S e 7 T sz e ], U S EEI . EE R, ANERISAT IR N mr fe
BN RS0 (B AIRhEAS B i &) sikbE (I anigfiy, SOPHAT) J5THI 1A @, [RIk, 87472 W 0l 36 iE it
FHAANEHIBITIRAE, FHNIRE A ANEHIET.

A14 25 S BN TR 5L A

Al4. 1 SR g0

BERPIIAAL 2 i SR AF B ODAE S T S LA R B 0 B 40 bl BRI R I A 236 1 8 9 100% .« FEAE
FHHPLC/UPLCHr Y6 Y FEVE IS R, W A 205 M v 0 LE T E B 05 4 2 2 53 T IR AL 22 24 S SR A5 T T
FH 8 TR AR ) T [ B 9 A X R SR A5 RO T Y 3 0t T AL ) 7 0 L

A4, 250 A 7Y

FRHEOECDA3O K TR AR A, - Bz BRI I T A VRMARI ) e B SR 8 R AN 75 )5 A R i 1 <50 %
FRHEUNGHS B MR AL 22 S bR RN 75 B2 IR e . F T VRMASBE X 20 GHS R A LRI S 72,  [RISL 75 Btk — 2
19 B B b A5 JE R ke Ak 2 i 1 B 2K A 28 o SR R Ik 2 T R il it (g, 2 F-TG430. 431
8%435) , FHAERBAAIEEWE EHSUEME<S0%, WL 2 AR HEGHS 43 2K 25 M 2 0] BLIA %t
B A e o R FE RN 7 5 VRMS FR AL 235 1> 50 %, U AT UK AL 2 S M A AS 75 245 2R AR
i (UNGHSTEZr2%) &

A15 /NS HENEY) TS R

A15. 1 ZHEAA R AR

S 2AL 2EYR A] T e AR AN 5 iR R AT SRR TR GE ) o — AR ) B AS SR v, TR
WERHEAE MR Th e L S VRWEBSARL, B3 RS VRMI /MBS, 1% 051 28 /0 N 5 VRMO V24 [H) 35
Ufo MRASHFHIH20F S22 AR AR A 0] (AU T ERERIM22250) , - HARER T Draize
B kA D B B A Y R ORI 2 5 20 ) o 5 5 AL G 10FFUNGHS 22842 i FT L0 E 73
Fitb b, Hr A AT IR AUNGHS 3R AL 22 o SR AI3TT LA & “T2RH7

Al15.2 Af A

S W) 5 3R R (P 200 Ak 27 i mT DL A2 5 ) SR P A4 77 ¥ 1A Rl S AT TN B 77 AN o R AT R f
R ANI S A E . BRAE T HA AR R TR, XMIE T, B30 2 5 NIEES. 211
PR, FREHE RGNS EdE, Btk B PG UE 5 P Ak A2 A8 Ak 2 i, B E VRM
(K AL RTE 5T

> O

=

PYRAS: 25 5 i (R B AR

FETARSMY | FETARN SR UN
2 i CAS 5 R or : )
o A2z i
I_Bromo_i;fhorOb“ta 6940-78-9 | Liquid 0 Cat. 2 No Cat.
Diethyl phthalate 84-66-2 Liquid 0 No Cat. No Cat.
Naphthalene acetic | g0 o7 Solid 0 No Cat. No Cat.
acid
Allyl 7493-74-5 Liquid 0.3 No Cat. No Cat.
phenoxy-acetate
Isoprpanol 67-63-0 Liquid 0.3 No Cat. No Cat.
4-Methyl thio ..
3446-89-7 L d 1 Cat. 2 No Cat.
benzaldehy de raut @ o
Methyl stearate 112-61-8 Solid 1 No Cat. No Cat.
.. No Cat.
Heptyl butyrate 5870-93-9 Liquid 1.7 No Cat. (Optional Cat.30)
Hexyl salicylate 6259-76-3 Liquid 2 No Cat. No Cat.
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(Optional Cat. 30)
Cinnamaldehyde 104-55-2 | Liquid 2 Cat. 2 o tat.
(Optional Cat. 30)
I3 R
1-Decanol2 112-30-1 Liquid 2.3 Cat. 2 Cat. 2
Cyclamen aldehyde 103-95-7 Liquid 2.3 Cat. 2 Cat. 2
1-Bronmohexane 111-25-1 Liquid 2.7 Cat. 2 Cat. 2
2-Chloromethyl-3, 5—
dimethyl-4-methoxyp 86604-75- Solid 2.7 Cat. 2 Cat. 2
. 3
yridine HCL
31;21§;?ZZ; 629-19-6 | Liquid 3 No Cat. Cat. 2
Potassium .
hydroxide (5% aq.) 1310-58-3 Liquid 3 Cat. 2 Cat. 2
Benzenethiol, 5-(1, 1
—dimethylethyl)-2-m | 7340-90-1 Liquid 3.3 Cat. 2 Cat. 2
ethyl
IMethyl =3 phenyl=l 1501 079 | solid 3.3 Cat. 2 Cat. 2
—piperazine
Heptanal 111-71-7 Liquid 3.4 Cat. 2 Cat. 2
Tetrachloroethylene 127-18-4 Liquid 4 Cat. 2 Cat. 2

A16 AT EE AT BE 7 A

A16. 1 IGURZER

N TSGR AR VAT SRR AN TR AL CRRARURE, RS YE) , DUMERERSE 2 A S
MR, MRASH I I FTA 20 225 022 S #8480 FE = AN SEEG & Hp b AT k. (HE, R
MAATTVEAAE T — A LB =, AT 2 2 A28 = Ok AT I U . RS E= s, Frf20
S AL 7 38 BLAE R % 1] B RS 8] st AN B IR B A 2R AT = AN I8 AT A B G847 B 22 /0
ZANEIB AT IR LA RS, 43 A T BB M T TR R /B0 Tt 05 Ak 27 5, B o) BE
PO 2 ok B RT3 o7 2 6 R o

Al16.2 BAEMSTH

SN A E M, SLIE N T EE YRR, SRR R AR . BUSPER R S,
NHTAR: R K E RIS AT SLI E MR A TR AR SR 5 A DA SRR = 2 TR AR AR S AR T
(HERAYE) Rt TR ERANS 5L E A, RS S I R 200 R ] e B s AT LR = A
[FEREATHARI A2 SUE MBS . RA TR 2 5 5050 = 05 1 B A 52 81847 I B4 27 i R 508 4
A EAG T S8 = (AR T (IR g . TRINEE ) CBRUEME, 45 SEPEATUHER IR i E N TR FE S
55 SRS S BT X 200 S 2 022 S R AR I R AN SR G S TN AT o TEX AL, I AT T B — AN 9256 == X
— PR A S AT I = AN ST I AT A R SERE S AT T A2 ok — AN SEA6 5 10— Fh il Ak 2 18 47
i, FHABA =ANEIT AR X BB BT IT R & = ANE AT AT R

A17 SEEG= A E S M

SEO6 =S P ] E I AR A R AR — AN 9286 = TR AT o H R AR 200 S AL 2 S R ST R 4T
RAFTIM CUNGHSZB 2K AT A B—hE (=90%)

A185LLG = 2 8] {1 ] 2 & 14

T SR VP IAR 7 V0] S G 5 2 1 (1) R R AT VAR AR AN ] A (A AE BN SE G & S o X
T SLI R 2 MBI, B0 =LK E 2 E20F S A 24 FIANE, MArRis 1 HiRE
Toom i) —2ehE (UNGHSEE2ZRFNTGZE D M T8k T (=) 80%.

A19 TR &E 1
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{5 B AE L PR AN T iR T A 0 CRBUBRME, R S PERTHERA PR D25 T 500 T VRWAS (1) B AR EL
RIPPERI=80% . Fr N =70% . MEFITERI=T75%. FBEFERLE, 1-250 O N iR ik %
SENRIBYD, (HCET ANARTCHIECE, 1-decanol J& I 540 5 5, T — 1F P4 25 —RRAL 1 /2 VRMAR [ 14
e BT RREBERIIE T N R4, PR e AT ] DO X 26 22540 25 S T D T B CUNGHSZE 51D .

I =RA4

Sensitivity Specificity Accuracy

= 80% = 70% = 75%

A20 IS E ] B SZ bRt

IGUEAS AT 22 B LSS . AT AR hRdE OREHRIE) , Bil FHAR R (BlansAR 5
KD, B T EIRE AT RIBE M BIPER HE R, O TR B REERE, &2 RVFFHEH TRRIg T (“H
B D o SEHERHL G, 7 EFTNR AL R, 380 25 R A IR BH A B X R, DR A S
RS FEN B 0] AT PRIR BN AT o A SRR SO o B2,
LIS RGNS AL A MRRAAN G =4 8 2 BRI FAS L B K)o B R A B 1 B k4
ZURAEF . MALEA AT EZ IR/ ST IR, FERN o dr T ae IR . BB E Bt 5, B
% 55286 = (RN S AL S A I RS b =N E BB T IR EE, 45 R R SRR AR e
TEXFHEOL T, N TR TPSHIUERT I H Y, AI LB REEZ DLN =/ MailE: T 20F %5102
an SLAE — AN S & i 2 /b B — NSRRI TN ; BRSO =S5 E, NAa/D BRI TI
FHI85% i T-20M 3 #4220 BN E RSN LERASATING) 5 . B FERE =L E AT
HIT A2 H90% & 58BN (FE =R P IER T20F 20225 B3 Rire L0217 7
) .
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Bt % B%?%%ﬁ%%ﬂ%%Eﬂ%ﬁ%&&%%%&%ﬁﬁﬁ%%;%%ﬁ
(FERHE)

PAOECDMI A Fi R fe W1 36 E A T 1) 5 A SR B mbt R eadt v, 8RB N T IR Ak P 2 i, Mok
15 F 225 Ak 2 HEAT TPAG DABH 52 HL AT SEPERI TN GE 77 o 3 L6 4k 224 5 5k T B ) SA P sh 4 S5 1 2% )
BRI o AR LR 53R 1) 7 3 B 0% 8 s Bk 2 [ GHS 1) B2 1 ff b DX 9 S0 e bk R IR S B v Ak 2 o 1
] 1 B PR VAR S IRAE I S5 U7 v (VR AHEL, B MR BRI B . BUsE . R
HER T
B2 MR 7 v A B A4 A

BHEE SRR 77 (valid test methods, VRM) HIFEANZERY . THEEMFEF =NERAM, T
ISR 7 AN S R Dy RE b 5 2 AR BRSO 6 7 VAR A — 3 o AR R AN EE R, AT DL AR A
TIERI PR R . S BERE e 40 RN o s 4 e
B 3 FRiEAL AR T VAT O P B SR 56 A0 IR
B3. 1 A EAR 15 it

BARBIREAMRSN 775, PTREAFAEREE S50 (FI 0 fRALRI 3RA2) BUSEI D IR BT A RIS O, U
FEULIIA ) BB U J7 V2 87 24 4 AR 82 (A SO SR 5 24
B2.2 4

NAE 5 R PR BSOS FE AR S AL L RN RN &R (B, F T AN B, B 2R 40 At An oAt A S 41
M), FEEA R E M R 5 JE R\ D RE
B3. 3 15 B A

35 LR B Ak T AAKR1C23E K AARE 7o B A ARE To - s il 2 R .
B3.4 AREJGAF

R A AL A B ACARE JC R 40 B 28, DU SEIE B T ARE 76 2 6 N £2 (104K 58 11 AR 3 4 2 DR 3 e 1)
Nrf2ARHPE (0, 3@ 5 4 5 40 B 28 PP N £ 2355 14 T A Bk A 9% 3% 8 3 B60E T Nr F23R 1A kb 5l 25
&K, BUBGRE SRR ERIE R
B3.5 BOLEERIA

NAZAE B Z AN R B 5O R OE R N R e N o RARYE MR RE B v, Wt T RS
Sk R E T, DU A ARSI AL B AT I B 2 O RS S i K sh AT
B3. 6 45 77 4614

INEZE A 5 S AR 2N PR AD B ARG FR L R4y (FIANDMSO, FCS) , DARALR I kBB CELFE 558U
A SRR E N E RIS FEH.
B3. 7 =GR
IR 2 R P 2 DR P I R0 BT P (1 5 e R B IR A N B R e e AR TR 2 0% 1) R IR R AR
S
B3. 8 VPt 2 A ) 4 B B 4% .
BAZ W) i

B4. 1 ZHEW)R

Z: W) 5 F - 5 07 1 A U B8 7 VR I AT SEME AR e M, R IRIETESS M RN T A - S VRMAE B4
L, B VRMA ks St AR v, TS 5 VRWAH 4B E 47 . RIS IS B YRE S T RN Rk
HEAE A 2 B AR, e haE s S FHLREREN, R TR FARE T AR 20 .
W1 3R R LR 47 o B4 7k A E SRR RH B R BRI, B FELLNA EC3ME A e IS A E IR AI (55, 1,
SRR ) o 1KLL G F VRMESIERE A A A5, HEAE BRI SRAEN LA EURL  ECVAMBEAT (A7 [RI4T
PR AT T Pl
B4. 2 /NS E

BB 1 1) 20F0 225 W) ARTR T SR X 43 B2 5k 350 R0 AR S SO ) AT S MR RAE S ) e/
VIRECE . F TP O ) s GRS T VR T AE 7 (PC) FISEIR S (R I (BLR) B, X 43 B Jik
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BB AR BRG] (L2780 BA A F RO 10 B R BUBGRI RS AP AR BRG] « F T VP4t S 36 % A EELE (WLRD
i, NARYE KRBT FI20F0 2B W P K 1270 CRAK, LIS AT AN [ 24 77 1 Bz Bk i An i R 2
BEFD BEAT VAL . FETCVEME T YIS IS LL R, W DU H At B R AN S B EE i,
& MVRMEGHIEBF 7E b FH I BT Hh AR B . 2R AR 22, T DUREAUR At A6 22 00 0 BT R W 1 N 225 Hudls
EA IR IR S Y IR, DL — DAl B T iR AR S

BBl RICEKBERIIVES HEY I FI*R
YUl H TIPSR S N IE (n=12, WLR) ; HTIPAGSEEe =M HIME (n=20, BLR) ; HIT1F
fEFEE /) (n=20)

ZxE W) iia CASRN I &N 43 2Kb (AN
BTk A 25 SR 1 Al R
4-HA R 2 fe 100-06-1 [ AE B FH
H 56-81-5 IEEN E B0 eaigis 1
S 67-63-0 LGN JEBUE B 1
KR 69-72-7 EEE JEFUE B 1
%S 108-90-7 MLELN AR B B
FLI2 50-21-5 RN R BB B 1
KA G 119-36-8 RN e 5K
f % 63-74-1 EEE JEBUE B 1
BTk N 45 SR 11 R TR SR

CPREEREN ) gro0s | b | s R |
7% F R R i 93-99-2 AN B JR BB CE5 R 1
PR 5392-40-5 IEUN F REUEGR] Ol BH %
4—w%i—g TR orsi | ow | mmsteon chmmwan |
FHEE IR | 35691-65-7 [EIEEN B SR BB G FH
X R 106-50-3 Wl | B RGN i/ R D BH
2, 4- RYFEAEE 97-00-7 [E] 44 B BRSO R ) BH
A-RHIERIESLY) | 100-11-8 [ 44 B BRSO (R ) BH
T 97-53-0 MRS B EBURGR) CER D B PEd
ORI e 149-30-4 [ERE B FRECERIGR Ol FH
it 2 FH 2R Ty 55-55-0 [ ¢ B RO CREfilvED BH %
e 15646-46-5 |  [Fl{k B RBURGR) ORms D BH

a. AR M F AR R R BB B HE

b. N 2K T LLNAIAR J5 ¥ (IEC3ME (10<55; 1<Hh&5<10; 0. 1<3R<T; HZii<0. 1)
c. WS H W) i oS5 = 2 (A48 F P KeratinoSens M #
d. Xf S W) o 4 S50 % B R 100%— 3K

B4. 3 SEY) L UE
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S ERIEFAAEATRE: (DD R LIRS E R (o, 7EVRMHR I 1 3E S0
89+ . sEAE e RECRGRD 5 (TDD) A Re R BBLRAPCHIVRMAI AR FFME;  (T1DD) HA MR
ey (V) BFRESFERMLG CEFEEBAL SR MEWEN. TR 5 R
R A SRR BRI o (V) SRR T HAEVIE BN &ML (VD
FEREN S LR T ERRASE R, (VID mpades,  (VITD) 5 FAab#,

B5 & SR SE PR R AE A PR A
B5. 1 BRAIEER

NT i A A A MR A R R BB R 5 v I T SR AR e R B R B LR B I TS 53
Y. NAE B /D = ARG S AN SEEG 0 20Fh S B W AT IR . D T VA SR = N I T E R
S 50 E N NEARR 1 LAMAR IR 12F S5 Y50, DA =5 s i sest, RIS seit = g
H AN H R8PS W N A AN S50 S AE — N MU A A% S2 56 T AT AR, RIS SIS =45
— AT, ZANEG B AT AN . B s, NS AT 20F S ) RS TN RE 7. SR IR1E— 3K
ZE R, W— NSRRI S D FASH NS EE LK. WRIHEANELNERA—S, NE
DTG EAEGAK ST E R SLI . TR, AR B = A PATEE AR I GEFD
SXof BRI S A o} 8 1 7 4 vk AR 55 A 2 i TR 3R AT = W EE R AR
B5. 2 sLIG =N EHINE. SLIG =R EDINE. AERIE . REUERRE R A T
B5.2.1 sSEIGE A RTEENM (WLR)

NI FAEN S 55286 = 6T B RB 1 RMA T-FR H I 1200 2 29 57 1) 1 S Tt AT 1 4 2R — B0,
F = A B8 I S B0k 5
B5. 2.2 sEEG [ E LM (BLR)

T A D = AN S 50 = X R LT A 2000 S B W) 3845 (1) 40 28— B g T v 5. XA SEEs
BN IE R =y (R FWLRVEAS) I 12F 5, NARHE FRAS 10 = A T i 4 =R A s 56 = 15 1
— AN IR A 25 ARTE X B — [ e 5 S T BLRIEA .

B5. 2.3 HE#JE

VR A A B Ao FH 22 /0 = AN SR S A5 FH 2000 2 2 W i 04T 1 BT 60 SE IR AT o T N 3 T4
AN B b S ISR AT (R T
B5. 2. 4 Hdf Joi f EE R

A BT SR 25 FE LR 58 200 S5 W) i 347 A R BCR 1 5256, RIA -FBLRAWLR PEA% (1) 12
PR 5y AT OFR SRS, 1 FBLRVHAS (ISF I A R &b A7 = A se88 . BmiE 2, fEirE N
BEMPIR AT S 5592505508 1A AR S50 0 e 2245 BAE NI 43 25, FFN R IERT, BA
fERTE Y AE TSR PR A S . Rk, BRI 15 NS R TR R LAAZ A 5 O A, DA R
FPIRAE T P I IR AR E N, o, SASSRIOERE— AR, ZLRaE SV ENENEER, XUHE
2 FF A SOPH 52 S RN BH P X6 BB 32 32 s, AL OECD 442D “ Bz Bk S e MR 6/ :  ARE-Nrf29¢ )6
FEEMR 7V R B0, SIS AB A
B6 SIif s N n] A M

Xof S8 =5 PN AT R M AT NS R T A — 2 . RS S = 12MEE S YR (R
PUEMA 78D I = AR ST A% S8 rR RS (B S5 B M) Sl 25 T aliim T (=) 80. 0% (3
TIAEEHE, KeratinoSensTMISEFR{E N85. T%) -

B7 SE36 = R 45 BT E A M

X TN RIS 1, 20FHERE S B (FRBRIFTR) I —2erE (BEvES ) M
LT8R T80, 0% (& T B sRBR 1 FRIN19F S E W) FiKerat inoSens M SLFRAE 94, 7%, LUK T 46
UEEHE £E I Kerat inoSensTMH SE FR1E 85. 7%, HERR TCi1E3R-1FBLR EKeratinoSens ML 1) 4-H 4 3L K 2
i) .

B8 Tl v

A5 ) 5 SOk AR A T ik R P L R A AR S e O S VRMAR A B SE 4 o 5 B 3 B2 1R 51 1 11420

TSRS UERAYE . BURE AR F 8 R =80. 0%, % TKeratinoSensTM, FET-205hZ2% W) 55 3

23



T/SHSOT XXXX—XXXX

IR S A SEPRE SR 87. O%HJHEATE, 86. T BBURNERIST. BFKIRF 1%k o AN LA AE AT 5 bR o )
BUBGIMRAG 9 ARG, BRAERT AZS H BB I B
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OECD. 2005. Guidance Document on the Validation and International Acceptance of New or
Updated Test Methods for Hazard Assessment, OECD Series on Testing and Assessment No. 34, OECD,
Paris.

OECD. 2018. Guidance Document on Good In Vitro Method Practices (GIVIMP), OECD Series on
Testing and Assessment, No. 286, OECD Publishing, Paris.

OECD. 2018. Guiding Principles and Key Elements for Establishing a Weight of Evidence for
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OECD 492 =7 A ffEFE & (RhCE) M 77% (Test method for reconstructed human corneal
epithelium (RHCE))

OECD 442D 44 5z IR BSURR AT . B8 B SR BBUA AN R 45 SR G i b A Jo 200 Bl A 1) S B AR A (I
Vitro Skin Sensitisation Assays addressing the AOP key event on keratinocyte activation)

OECD 430 4A4h iz Bk fg ik 28 Jz e BHINAAS /792 (TER) ) (InVitro Skin Corrosion: Transcutaneous
Electrical Resistance Test Method (TER))

OECD 431 #A4h R JBRJE i - B 3 A J (RhE) 58 77%% (In Vitro Skin Corrosion: Reconstructed
Human Epidermis (RhE) Test Method )

OECD 439 In Vitro Skin Irritation: Reconstructed Human Epidermis Test Method ({&#hRZJk
P - B AR R RS T

OECD 492 H # AN MAEFE E R (RhCE) MR /77E (Test method for reconstructed human corneal
epithelium (RHCE) )

OECD. Series on Testing and Assessment No. 220.Performance standards for the assessment of
proposed similar modified in vitro reconstructed human epidermis (RhE) test methods for skin
irritation testing as described in TG 4
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